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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Applicant's response filed on 9/17/2008 is acknowledged. Applicants argue over 
the 35 USC 102 and 103 rejections over Hunsicker et al. that Hunsicker teaches 
spraying the binder onto a fluidized bed of the powder and that the present invention 
avoids spraying the binder on a fluidized bed of tocopheryl succinate. 

In response to the above arguments, it is noted that the claims broadly read on 
spraying a liquid onto the mixture of the tocopheryl succinate and binder in a granulator. 
The claims do not specify a particular granulator. There is no indication that a fluidized- 
bed granulator would be ineffective in the present composition of claim 1 . Therefore the 
rejection is maintained because the claim broadly reads on a granulator of which 
Hunsicker teaches the use of a granulator. 

The rejections are maintained and given below for Applicant's convenience. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5 and 9-32 rejected under 35 U.S.C. 102(b) as being anticipated by 
Hunsicker et al. (US Patent 6,1 30,343). 

Hunsicker et al. teaches a method for making a tocopherol product which 
comprises providing an amount of tocopherol succinate and binder (Col. 3, lines 1-5). 



Application/Control Number: 10/720,452 Page 3 

Art Unit: 1617 

The process involves spray-coating the tocopherol succinate with a solution containing 
a binder in a fluidized-bed granulation apparatus (Col. 3, lines 1 1-20). Water is typically 
employed as the solvent, though it is taught that organic solvents can also be used in 
the solution for spray coating (Col. 4, lines 12-16 and 55-58). Example 1 teaches 
mixing tocopheryl succinate and a binder and spraying a liquid mixture of the binder and 
water into the mix all within a fluidized-bed granulation apparatus (Col. 7, lines 17-38). 
The mixture of the water and the binder is about 10% by weight, which falls within the 
ranges taught in claims 13-14 (Example 1). The temperature in the granulator has a 
maximum setting of 30°C, which falls within the ranges taught in claims 15-16 (Example 
1 ). Hunsicker et al. teaches that the product should be maintained in a fluidized state 
until the desired degree of evaporation has been obtained (Col. 5, lines 50-55). It is 
also taught that the moisture of the product in the bed is tested periodically (Example 1). 
The tocopheryl succinate granules can be used in the manufacture of tablets (Col. 6, 
lines 25-46). 

Furthermore, it has been held that merely changing the order of steps in a multi- 
step process is not a patentable modification absent a showing of unexpected results. 
Ex parte Rubin 128 USPQ 440 (POBA 1959.) 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6-8 and 42-44 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hunsicker et al. (US Patent 6,130,343) as applied to claims 1-5 and 9-32 above 
and further in view of Anderson et al. (US Patent 2,791,584). 

Hunsicker et al. teach a method for making a tocopherol product as discussed 

above. 

Hunsicker et al. do not specifically teach heating the water to a temperature 
above 80 degrees C before spraying the liquid onto the mixture. 

Anderson et al. teach a method of heating a binder, in particular a methyl 
cellulose, in an effort to dissolve the methyl cellulose and have a more uniform 
distribution of water throughout the mass of methyl cellulose (Col. 2, lines 1 9-40). It is 
taught that the treatment is most preferably carried out at a temperature above 70°C. 
See in particular Example 1 in which methyl cellulose was mixed with water at 80°C. 

Accordingly, it would be obvious to a person having ordinary skill in the art at the 
time of the invention to heat the water of the Hunsicker et al. invention to a temperature 
above 80 degrees C as taught by Anderson et al. One would be motivated to do this in 
an effort to completely dissolve the binder in the water in an effort to spray over the 
tocopheryl succinate. 

It is noted that the claim limitation in new claim 42 that the mixing of the binder 
solution with a tocopheryl succinate substance in a high shear granulator is obvious in 
light of the above rejections. It is noted that both the present invention and the prior art 
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teach granulation and the result is a tocopherol product. Absent a showing of 
unexpected results that the tocopherol product is somehow different with a high shear 
granulator compared to a fluidized-bed granulator, the present invention is deemed 
obvious over the prior art. 



Conclusion 

Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Contact Information 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571 )272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



